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- Howard F. Terill, D.V.M.
President "
Manchester Veterinary Clinic & Supply, P.C.
11798 North Street Road, # 13
North Manchester, Indiana 46962

Dear Dr. Terrill:

An investigation of your veterinary clinic on August 3, 13 and 16, 1999, by the
Food and Drug Administration (FDA) revealed serious deviations from the
Federal Food, Drug, and Cosmetic Act.

Our investigation revealed your clinic is prescribing veterinary drugs to
approximately ﬂveal farms in Pennsylvania, and that a veterinarian from your
clinic visits these farms infrequently. FDA does not find that your clinic has a
valid veterinarian/client/patient relationship (VCPR) with the Pennsylvania veal
farms. A valid veterinarian/client/patient relationship has been defined in Title 21
of the Code of Federal Regulations [21 CFR 530(i)] as one in which:

1. A veterinarian has assumed the responsibility for making medical judgments
regarding the health of (an) animal(s) and the need for medical treatment, and
the client (the owner of the animal or animals or other caretaker) has agreed
to follow the instructions of the veterinarian;

2. There is sufficient knowledge of the animal(s) by the veterinanan to initiate at

least a general or preliminary diagnosis of the medical condition of the
animal(s); and

3. The practicing veterinarian is readily available for follow-up in case of adverse
reactions or failure of the regimen of therapy. Such a relationship can exist
only when the veterinarian has recently seen and is personally acquainted
with the keeping and care of the animal(s) by virtue of examination of the

animal(s), and/or by medically appropriate and timely visits to the premises
where the animal(s) are kept.




You are' sellmg prescnptron vetennary drugs which are misbranded within the
meaning of Section 502(f)(1) of the Federal Food, Drug, and Cosmetic Act {the
- Act] in thatfthey d0‘not have adequate dlrectxons for use.
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“Adequate dlrectlons for use accordmg tovTxtle 21 of the Code of Federal
Regulatlons (CF R) 201 5 means adequate dlrectlons under WhICh the
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’Wlthm a vahd V6PR prescnptxon anlma! drugs are exempt from adequate
directions for lay use; the veterinarian’s supervision can be substituted for
the legal reqUirement that drugs be labeled with adequate directions for -

" "ise. Without supervision, prescription drugs are misbranded because
they lack adequate directions for the layperson to use them safely. You
fail to provide appropriate supervision. o

You are selling drugs for extra label use which do not meet the conditions
established in 21 CFR 530, the Animal Medicinal Drug Use Clarification Act
(AMDUCA), for legal extra labe! use. These drugs are in violation of 501(a)(5) of
the Act in that they are new animal drugs which are unsafe within the meaning of

section 512, and 502(f)(1) of the Act in that they do have adequate directions for
use.

Under 21 CFR 530, veterinarians are permitted to use drugs for extra-
label use (ELU). The basis for any legal ELU as provided in 21 CFR
530.10 is the establishment of a valid veterinarian/client/patient
relationship. )
This is not intended to be an all-inclusive list of violations that may be present in
your veterinary clinic. We request that you take prompt action to correct these
violations. Failure to promptly correct these violations, or similar violations, may
result in enforcement action being initiated by the Food and Drug Administration
without further notice. The Federal Food, Drug, and Cosmetic Act provides for

the seizure of illegal products and for injunction against the manufacturer and/or
distributor of illegal products.

The Indiana Board of Animal Health has received a copy of this letter.
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- .~ Please notify this office i writing within fifteen (15y working days of receipt of this
letter as to the specaf' ¢ steps you have taken to correct the stated violations,
“including:an explariation of each step being. taken to identify and make
corrections to-assure thatsimilar violations will not recur: If corréctive action”
cannot be completed within 15:working:days;, state the reason for the delay.and .
’the tlme wuthm Wthh the correctlons wm be |mpIemented

Your reply shou’Ld«L b'(? .935?933 to. Sand _ ., Wlllams;_Complxance Ofﬁcer atthe: .
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hn P. Dempster
Acting District Director
Detroit District

cc via Certified Mail: Jeffrey L. Pyle, D.V.M., Vice President
cc via Certified Mail: Alexander Cole, D.V.M.
cc via Certified Mail: Bret Marsh, DVM
State Veterinarian
Indiana State Board of Animal Health
805 Beachway Drive, Suite 50
Indianapolis, IN 46224-7785
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